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Ms. Arlene Vidor 
Vice president, Regulatory Affairs Baxter Health~are ‘c6iiBiit{;& _..< I-, . I. 1 x 

34175 Ardenwood Boulevard 
Fremont, CA 94555 

Re: PO30039 
CoSealTM Surgical Sealants 
Filed: September 9,2003 
Procode: NBE -’ ’ 

Dear Ms. Vidor: 

Fo& and Drug Adininistration 
9206 Corporate Boulevard 
fiOcto/ille Mb 20850 i. . ^” 
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The Center for Devices and &adiological Health (CDRfIj ofthe ??ood and Drug ~&&&~~~ion 
(FDA) has completed its review of y&r prb@a.@t~approvaf apphcation (PM’A) for the -CoSealrM 
Surgical Sealant. Vijur ap$ica%n$?‘a%censing PMA in which Cohesion Technologies has given your reference rights ice Pol~~~Z_,“l;~~~~~~~~~ is i~~;$“<~e~T”fo;~;i; ;; ;;s;;lar 

reconstructions to achieve adjunctive hemostasis by rnecha~ca~~~~~~li~g’ar;e~s.df:leakage. We 
are pleased to inform you that the PuA’is approved. ‘&II may begin commercial distribution of *, x*I^ ..” ,,, sw.c., 
the device in accordance v&h the conditions described beJo;w and,in.the “Conditions of 
Approval” (enclosed). _, I 

1 
The sale, distribution, and use of this device’are restricted t~prescription use’in accordance with #A ,.,,!‘-” .,._. A,‘,. ‘i’:.y,y‘-“:,“‘ef; :, ,_ 2 z CFR 8. 1, 1 og wiihuthe --eh--i;;g.‘;;f-;ectlon 520(e) of the Fe~g&!yod 

. *XI, ,*_, ^ * >:“.,I. .I .il ,-,1 3 -,.’ !., 2.. ~~~ (the act) under the authoritjr~of’~~~~~;j;;;~~~~~~~~ 1)(1Eijiii) of the act. 
@-; -&:y;&i~ic 

: 2” FD* has limb ‘~~te~ined 
that, to ensure the safe and effective use of the device, the device is further restricted v&h&the meaning of section 520(e) under $; -iKgi;;;;‘;;*f;;;tion j 1 5(d)(i’:~~~>iii)‘insOf is ;;he.‘saie, 

distribution, and use must ‘not vioiate”sections .502(q) and (I-) ef the act. , 

Expiration dating for this device has been established ,?nd approved at 12 months! This “is to 
advise you that the protocol you used to establish this expiration dating is considered an <,c, :y,, ~” yI\ .-.I: 
approved protocol for’ the purpose of extend&g the expiration ba&ig as provided by’2 1 ‘CFR . 
8 14.39(a)(7).] ’ ,. ! I 
CDRH does not ,evaXuate information related, to contract- liabi@ty warranties, however you should 
be aware that any such warranty statements must be truthful, accurate, and not m&leading, and Yr&j*S i* ,.” .-.:)“*” .,L- must be consistent wi‘th‘ ‘ap;li;ible ,~~~~~~~~~~~~~~~~~~ws. . ,_ ., ,l~_ ,. ix”. ..j , ., 
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